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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 IVIONTH(S) FROM 

THE MAILING DATE OF THIS COMMUNICATION. ^,„.^i^m^ 
E^eli^Sw innoevent. however, mayareplybefmelyfiled 

after SIX (6) MONTHS from the mailing date of ^^^'f 90")^;""'^^^^ . . statutorv minimum of thirty (30) days will be considered timely, 

earned patent term adjustment See 37 CFR 1 .704(b). 

Status 

I )□ Responsive to communication(s) filed on . 

2a)n This action is FINAL. 2b)IEI This action is non-finai. 

3) 0 Since this application is In condition for allowance except formal matters P^ose^^^n ^^ ^ the merits .s 

closed in accordance with the practice under Ex parte Quayle. 1 935 CD. 1 1 . 453 O.G. 21 3. 
Disposition of Claims 

4) E1 Claim(s) U6 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) S Claim(s) 1^5 is/are rejected. 

7) 13 Claim(s) 6 is/are objected to. 

8) Q ciaim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: 8)0 accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

I I )□ The proposed drawing correction filed on is: a)^ approved b)^ disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 
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application from the International Bureau (PCT Rule 17.2(a)). 
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14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 119(e) (to a provisional application), 
a) □ The translation of the foreign language provisional application has been received. 

15) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 . 
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DETAILED ACTION 

This application is a 371 of PCT/JPOO/05074 which claims priority to Japan 
11/218309. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled In the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-5 are rejected under 35 U.S.C. 112, first paragraph, for scope of 
enablement because the specification, while being enabling for those particular 
compounds having mGluRI antagonistic activity disclosed in the specification (see, e.g., 
page 7 line 21 to page 8 line 2 herein) in the compositions herein, does not reasonably 
provide enablement for the employment any mGluRI antagonists in the claimed 
composition herein. 

The instant specification fails to provide information that would allow the skilled 
artisan to practice the instant invention without undue experimentation. Attention is 
directed to In re Wands, 8 USPQ2d 1400 (CAFC 1988) at 1404 where the court set 
forth the eight factors to consider when assessing if a disclosure would have required 
undue experimentation. Citing Ex parte Fonvan, 230 USPQ 546 (BdApIs 1986) at 547 
the court recited eight factors: 

1 ) the quantity of experimentation necessary, 

2) the amount of direction or guidance provided, 

3) the presence of absence of working examples, 
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4) the nature of the invention, 

5) the state of the prior art, 

6) the relative sl<ill of those in the art 

7) the predictability of the art, and 

8) the breadth of the claims. 

In the instant case, "a mGluRI antagonist" may encompass any mGluRI antagonists. 
However, Applicant's specification provides the experimental results showing that only 
two particular mGluRI antagonists, Compounds 1 and 2. are tested for the instant 
composition. Thus, these examples fail to provide sufficient working examples to 
support the broad use of any "mGluRI antagonists" in the claimed composition. Note 
that the pharmaceutical art is unpredictable, requiring each embodiment to be 
individually assessed for physiological activity. In re Fisher, 166 USPQ 18 indicates that 
the more unpredictable an area is, the more specific enablement is necessary in order 
to satisfy the statute. Hence, the instant claims read on the employment of any 
compounds having mGluRI antagonistic activity in a phamnaceutical composition useful 
in treating a neuropathic pain, necessitating one of skill to perfomi an exhaustive search 
for the embodiments of "any compounds having mGluRI antagonistic activity" suitable 
to practice the claimed invention. 

Therefore, in view of the Wands factors, e.g.. the amount of direction or guidance 
provided, absence of working examples, and the predictability of the art. Applicants -fail 
to provide information sufficient to practice the claimed invention absent undue 
experimentation . 
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Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-5 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

The expression "a compound having mGluRI antagonistic activity" in claim 1 
render the claim indefinite since the scope of claims is indefinite as to as to the 
composition encompassed thereby. Thus, this expression in the claims fail clearly set 
forth the metes and bounds of the patent protection desired. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this OfTice action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign f ""||y P'^S'^ 
use or on sale in this a)untry. more than one year prior to the date of application for patent in the United 
States. 

Claims 1-3 are rejected under 35 U.S.C. 102(b) as being anticipated by Fisher et 
al. (PTO-1449 submitted January 1 8, 2002). 

Fisher et al. discloses that the particular compounds having mGluRI antagonistic 
activity in effective amounts are useful in phamiaceutical compositions and treating 
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neuropathic pain. See abstract, page 60 the left column. Thus, Fisher et al. anticipates 
claims 1-3. 

Claims 1-3 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Neugebauer et al. (PTO-1449 submitted January 18, 2002). 

Neugebauer et al. discloses that the particular compounds having mGluRI 
antagonistic activity in effective amounts are useful in pharmaceutical compositions and 
treating neuropathic pain. See abstract, page 272 the left column and page 273 the right 
column, 4"^ paragraph (Administration of drugs). Thus, Neugebauer et al. anticipates 
claims 1-3. 

Claims 1-3 are rejected under 35 U.S.C. 102(b) as being anticipated by Salt et al. 
(PTO-1449 submitted January 18, 2002). 

Salt et al. discloses that the particular compounds having mGluRI antagonistic 
activity in effective amounts are useful in phamnaceutical compositions and treating 
neuropathic pain. See abstract, page 452 and page 455. Thus, Neugebauer et al. 
anticipates claims 1-3. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
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invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invenbon was made. 

Claims 4-5 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Fisher et al. (PTO-1449 submitted January 18. 2002). Neugebauer et al. (PTO-1449 
submitted January 18. 2002). and Salt et al. (PTO-1449 submitted January 18. 2002). 

Fisher et al. discloses the Intrthecal administration of a pharmaceutical 
composition comprising the particular compound having mGluRI antagonistic activity in 
effective amounts. See abstract, page 60 the left column. 

Neugebauer et al. discloses the administration of a pharmaceutical composition 
comprising the particular compound having mGluRI antagonistic activity in effective 
amounts. See abstract, page 272 the left column and page 273 the right column. 4* 
paragraph (Administration of drugs). 

Salt et al. discloses the administration of a phamiaceutical composition 
comprising the particular compounds having mGluRI antagonistic activity in effective 
amounts. See abstract, page 452 and page 455. 

The prior art does not expressly disclose the oral or systemic administration of a 
pharmaceutical composition comprising the particular compound having mGluRI 
antagonistic activity. 

It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to select premenstrual syndrome from the group of disorders 
including the same to be treated, employing these active compounds. 

One having ordinary skill in the art at the time the Invention was made would 
have been motivated to orally or systemically administer a pharmaceutical composition 
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comprising the particular compound having mGluRI antagonistic activity because these 
pharmaceutical compositions comprising active compounds in the prior art are known to 
be administered broadly. Further, determination of routes of administration from those 
well known in the art is considered well within the skill of artisan. 

Claim Objection 

Claim 6 is objected to as being dependent upon a rejected base claim 1, but 
would be allowable if rewritten in independent fonn including all of the limitations of the 
base claim and any intervening claims. 

The claimed composition herein employing the specified compound in claim 6 is 
not seen to be taught or fairiy suggested by the prior art. 

In view of the rejections to the pending claims set forth above, no claims are 
allowed. 

Any inquiry concerning this communication or eariier communications from the 
examiner should be directed to S. A. Jiang, whose telephone number is (703) 305-1008. 
The examiner can normally be reached on Monday-Friday from 9:00 to 5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor. Minna Moezie. J.D.. can be reached on (703) 308-4612. The fax phone 
number. for the organization where this application or proceeding is assigned is (703) 
308-4556. 
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Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is (703) 
1235. 



Shaojia A. Jiang, Ph.D. 
Patent Examiner, AU 1617 
July 16. 2002 




